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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)IE This action is non-final. 
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Claims 1-9 are presented for examination. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-9 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for certain diseases caused by disturbance of ocular 
circulation using certain chymase inhibitors, does not reasonably provide enablement 
for all diseases caused by disturbace in ocular circulation using all chymase inhibitors. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with 
these claims. The factors to be considered in determining whether a disclosure meets 
the enablement requirements of 35 U.S.C. 112, first paragraph, have been described in 
In re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: 

1) The nature of the invention: 

The claims are drawn to a composition or method of treating a disease 
caused by disturbance in ocular circulation using a chymase inhibitor. 

2) The state of the prior art: 

The prior art does not recognize that all diseases caused by disturbance in 
blood circulation can be treated with the same manner using one group of compounds. 
According to Lance current Medical Diagnosis & Treatment, the treatment of diseases 
such as glaucoma, retinal vascular occlusion, macular degeneration and other disorders 
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caused by disturbance in ocular circulation is done using different compositions, and 
one group of compounds is not capable of treating all the above disorders. 

3) The relative skill of those in the art: 

The relative skill of those in the art is high. 

4) The predictability and unpredictability of the art: 

The unpredictability of the pharmaceutical and chemical art is high. 

5) The breadth of the claims: 

The claims are very broad and encompass the treatment of any disorder 
caused by a disturbance in ocular circulation using any chymase inhibitor. 

6) The amount of direction or guidance presented: 

Applicant's specification provides guidance and it is only enabled for the 
treatment of certain disorders caused by the disturbance in ocular circulation using 
certain chymase inhibitors. However, the specification provides no guidance, to enable 
one of ordinary skilled in the art to use the invention commensurate in scope with the 
claims. In re Dreshfield, 110 F.2d 235, 45 USPQ 36 (CCPA 1940), gives this general 
rule: " It is well settled that in cases involving chemical and chemical compounds, which 
differ radically in their properties it must appear in an applicant's specification either by 
enumeration of a sufficient number of the members of a group or by other appropriate 
language, that the chemicals or chemical combinations included in the claims are 
capable of accomplishing the desired results". Applicant's specification does not set 
forth a representative number of examples of chymase inhibitors capable of treating a 
disease caused by a disturbance in ocular circulation. 
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7) The presence or absence of working examples: 

Tlie examples in applicant's specification are drawn to the use of only one 
chymase inhibitor for ameliorating the blood circulation in the eye. 

8) The quantity of experimentation necessary: 

Since compound stmcture and activity for each pharmaceutical use must 
be determined from case to case by painstaking experimental study, one of ordinary 
skill in the art would be burdened with undue experimentation to determine all chymase 
inhibitors which are capable of treating disorders caused by disturbances of ocular 
circulation. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-9 are rejected under 35 U.S.C. 102 (b) as being anticipated by WO 
93/25574. The WO patent teaches the use of a chymase inhibitor in a pharmaceutical 
formulation for the treatment of different disorders. See page 12, lines 28-34. The 
above reference makes clear that the composition of claims 1-4 is old and well known. 
The recitation of a new use for an old composition does not create a patentably distinct 
composition. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Fay whose telephone number is (571) 272-0573. 
The examiner can normally be reached on 9:30-6:00. 



Application/Control Number: 10/603,598 Page 5 

Art Unit: 1614 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571 ) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



